This Response ss pubrn-tted jn ;e<?ponso,- to the Oftsce CGrnrnunicr-^hon dated Juiy 8, 2009 
{)-]evein^Her the "Office Achon) in <vonnec.i on with the above~!dentifii=;d application 
(■'appliC'3i;orr"! The Office conif^^.-f>'. ;--t":.': r. rovided a three month shorened sUstutoiy p-^f-oo h-. 
whicn to lespond, e^-^dsi-g on Oclo&er 8, 2009. Submitted herewith is a One- Morith Peiihor^ For 
Extension of T ime extending the due date to November 9. 2009, Accordingly, this Response ?s 
timely submitted, 

Claims 1 -9 were eieded for prosecution in response to Ihe r-^vstnct^ori requirement maiied 
on K4arch 31 , 3009 Ciaims 10-16 are withdrawn from consideration as a result of th-s^ non- 
election in response to the restriction requirement mailed on March 31 , 2009, Appiscants 
reserve their right to seek rejoir^der and/or to file related applications directed to the non-elacted 
subject matt,er of Claims IQ-W. 

Applicants have amended Claims 1 , 3, 10, 11, 12 and 13 and csnceiled Claim 9, which 
when considered with the foUawIng remarl<s, is deemed to place the present applicaison in 
condition for allGwance. Claims 3, 11. 12 and 13 have been amended to correct obvious 
typographical errors. Claims 1. 10, 1 1, 12 and 13 have been amended to clarify that the ionic 
liquid used is a molten sait. Claim 1 has been further amended to specify that the ionic liquid is 
removed ds iring the described method for prepanng the mlcroparticles. Support for the 
amendm-hi u,- Vi;.! 'i. 10, 1 1, 12 and 13 may ise found throughout the specification, for 
example u. pc^rarj- api-i 3 of page 6, paragraphs 2 to 5 of page 10, and the examples of the 
o;i;jir, !i uo:..-,.i!i-'tion ana the original claims of the filed application. Accofdingiy, these claims are 
now in condition tor aHowancs. 

Ap:;iic.--sn;-. ro.spivctfuiiy submit that the foregoing amendments to the ciaims and 
specification do noi add any new matter 

Rejectlors under 36 U.SX. §182 

Claims 1 -7 and 9 have been rejected under 35 U,S.C. §102{b) as being anticipated by 
EP 0 762 21 1 to Iwamoto et ai {hereinafter Iwamoto et ai"). 

Pursuant to 35 U.S.C. §102, "[a] claim is anticipated only if each and every element as 
set forth in the claim is found, either expressly or inherently described, in a single prior art 
reference." VBf degaa! Bros. v. Union Oil Co. of California. 814F.2d628. 631 (Fed. Cir. 1987), 
y.P.E.P. §2131. The identical invention must be shown in as compiete detail as contained in 
,. the claims " RIchadson Suzuki Motor Co.. S68 F.2d 1226, 1236 {Fed. Cir. 1989) 

Appiicont^ respectfuiiy submit that amended Ciasms 1-7 are patentable under 35 U,S.C. 
§1 02{b) over iwafnoto et ai. Claim 1 has been a.mended to clarify that the microparticies are 
wrepa^<';(i w-lh the use of an ionjc liquid which is a "molten salf . Claim 1 has been further 
amended to cKtirify that the used Ionic liquid is removed to form the microparticies Claim 9 has 
been cancelled. 
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The present inveniiors is directed to a novel n^jcropsrticis comprising at least one active 
agent embedded within a biocompatible, biodegradable poiymeric matnx. I hss novel 
microparlicle is prepared by a process requlririg the combination of at ieast one active agent and 
the biocompatible, biodegradable polymer with an ionic liquid and then removing said ionic 
iiquid. As used In the present invention, ionic liquids are specific classes of moiten sails or 
mixtures of molten salts that typically have a vapor pressure of less than about 1 mm/Hg at 

Iwamoto et al describes a sustained release corr^poB-tion cofTipriS-ng a 
poiy(iactic\)lVco!!C,i acid copo^ynier, a tiief^ps-utic agert ana ouaie-AB(y 3i^!;norvuni surfauani 
prepj^red the processes oi n^icroencapsusation, meit exir;;s;cn and niell presbin^ Iw^snoto et 
al discloses that the polyiiviciiC/glycolic) ac;d coooH-p-jer i.vx-s the a quaf o^n^^vy si-nmoniuni 
SLirfactant together control the release rate of the ■jv^.-aofri.iTic sqent in fh--^ Un^l ■ -r.-i^posit!on In 
cor^tfast to the present invention, iwamoto et al dssclos&o; the ;;se 'J iit\ lomc surfactant and does 
not teach or suggest any use of an ionic liquid whsch is a n-oiten sail. Iwamoto et ai further 
discloses a different pi-eparation method which yields a different final product In contrast to the 
present invention, iwamoto et a! discloses that their composition Is prepared by technologies 
which incorporate the quaternary ammonsum surfactant into the final product. Iwamoto et ai 
does not teach or suggest any microparticles prepared by any method requiring reirsovat of an 
ionic liquid whieh is a moiten salt. Contrary to the Examiner's assertion, Ivyamoto et ai does not 
expressly or inherently teach or suggest each and every eiement of the claimed invention, 

Applicants respectfiilly submit that dependent clams 2-7 are in condition for allowance 
as each claim depends from an allowable independent claim. 

For ine foregoing reasons, Applicants respectfully traverse and request withdrawal of the 
Exan^iner s rejection of claims 1-7 under 35 U.S.C. §102 over Iwamoto et al. 

R©iectJon under 35 U.S..C, §103 

Cla'n>3 h3vs been rejected urxier 36 U S C §tOC<a) as beirig c-;; eqedly ji;i;.^!ri:-=!ab\> 
over tiie con^bined d!r-ciosu;e^ of iwanioio el ,si virxv of U S. s-\'-itern No 5.&39.«60 to B c-d 
et a; ihefeinafier Bodrnei et 3: The Exe.-^-^inef ha;-, assenea ?nat iwamoto et ai disclo^e^ ti>e 
ciasnied invention vviti'^ exoepi-on of -he specific active agesits set iorth ir; dependersi ':iaiiYi 3 
However the Exairisne: further asserts that Sodmer et al discloses acbve agents including 
peptides Si.;ch as somatotropin or soirsastatsn and thus that it would have been obviOLiS to 
combine these peptides into the iwamoto et al composition, 

Graham v. John Deere Co. ofKar^sas Ciiy\ 383 U. S. 1, 17-18 (1966). establishes an 
objective analysis for applying §103 to a question of obviousness: "the scope and co.ntent of the 
prior art as-e . determined; differences between the prior art and the claims at jssue are . . . 
ascertained; and the level of ordinary si^iii in the pertinent art resolved. " The USPTO bears the 
bui-den of establishing a prinm fa&e case of obviousness based or^ the results of the factiial 
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inquiries under Graham. The prima facie esse generally requsresi three showings 1) some 
suggestion or motivation, either in tne references themselves or \n the knowledge generaily 
avaJiable to one f.)f ordinafy skili in the art, to modify the reference or combine reference 
te^^ohiriQs.. 2) a ressonabie e> pactation of succesiv, arid 3) that the prior aa reference or 
cornbinatioo ot references leaches ot suggests ai! the clair^i limitations MPEP §2143, 

Appiicsnts respectfully submit that amended Claims 1-8 are patentable under 35 U.S.C. 
§103(a) over Iwamoto et a! in view of Bodmer et al. Claim 9 has been canceled. 

Applicants respectfully submit that a prima facie case of obviousness nas not been 
estabiishsd. One of the elements to establish a pnma fade case of obviousness is that the 
combined references teach or suggest every dalm Ismltatior^. 

Applicants respectluily subrni? rhat arne' ciea Claims 1 -9 are pa^.^>^table ^"■■oe! ,^^5 U ? C 
§ 103(a) over iwan"!0to et al and hsi-epy incorporates by reierence the detailed reasons set toi1h 
above in response to the Examiner's rejection under 35 U.S.C. §102(b), 

Appiscants raspsctfully submit that amended Claims 1-9 are patentable over Bodmer et 
af . One of the elements to establish a prima facie case of obviousness 1s that the combined 
references teach or suggest svery claim limitation. In contrast to the present inventlonv Bodiiner 
et al discloses the use of an anionic surfactant and does not teach or suggest any use of an 
ionic liquid v^'hich is a molten salt. Sodmer et al further discloses a different preparation rrsethod 
which yields a diffei-snt final product in contrast to tiie present invention, Bodmer et ai discioses 
that their composition ss prepafed by a ir ipie-envjlsion procedure whicii mco? poraies the anionic 
stjrfactant into the final produci Bodrner ai ao&s not teach or suggsst asiy microparticles 
prepared by any method requiring removal of an ionic liquid whsch is a molten salt. 

Without relying upon these teachings of the present application, orse of ordinary skill 
would not have any motivation to modify iwamoto et al in view of Bodmer et al to arrive at the 
claimed invention. Iwamoto et ai and Bodmer et al use two different processing technologies to 
make pharmaceutical composition of two different therapeutic agents. One of ordinary skiii 
would not ignore the teaching in Bodmer et al to use formuiations prepared by an emulsion 
procedure and instead use one of K-vamoto's microencapsuiation, melt extrusion and melt 
pressino technologies Sur:h modifications would require the teachings of the present 
appi-cation using in^perinissible hindsight, 

Appiscants fuiiher siibnii? that amended Claims 1-8 are patentable under 35 U.S.C. §t03 
over Iwamoto ei al in vio:>/v of Bodmer et ai since the oied references do not e.<pres5iy or 
infieientiy leach of siiggesi esci-; and every claim of the claimed invention. Neither Iwamoto et 
ai nor Sodmer et ai teach or suggest any microparticies; prepared by any use of an ionic liquid 
which is a molten sait or any snethod requiring remrjval of an ionic liquid vt^hich iS a molten salt 
as requii-ed in the ciaiiTied invention . 
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Applicants respectfuliy submit that depersdent claims 2-S are in condition for allowance 
as each claim depends from an allowable Independent claim. 

For the foregosng reasons, Applicants respectfully traverse and request withdrawal of the 
Examiner s rejection of claims 1-8 under 35 U.S.C. §103 over Iwamoto et af in view of Bodmer 
etal. 

h"! view the ^oraocing arguments Appitcant;^ •■?^specl^■J:iy request That the ciaim^ of the 
present application be reconsidered if a telephone interview vvo^^id be of assistance in 
advancing the prosecution of this application. .Applicants' !.;ndercsigned attorney invites the 
Examiner to telephone hirrt at the telephone number provided below. 



Resoecifui\ s'-jor ttec? 



Novartis Pi -armaceuticais Corp. 
Pntc.:nr? Pl-.arma 



Sandra is ^shn- 
Attorney for Applicant 
Reg. No, 63,920 



One i-ie?MU^ Plaza. Building 101 
East i-lanover, N J 07936-1080 
(862^ 778-9949 



Date: October 19, 2009 
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